Novel Neuromodulation System for the Treatment of
Chronic Migraine: Preliminary Results from the

RELIEV-CM Study

INTRODUCTION

Dual target neuromodulation of both the
occipital nerve (ON)and supraorbital nerve
(SON) have shown promise in chronic migraine
treatment. Implantable systems utilized for
spinal epidural stimulation have been primarily
utilized in the past with suboptimal design
elements for use in the head.

METHODS

A novel neuromodulation system was designed
and built to help improve upon the prior design
and performance limitations with existing
Implantable systems when utilized for ON and
SON stimulation. The system has 2 leads
designed to specifically and simultaneously
target the ON and SON and is comprised of a
programmable, implantable, battery-containing
pulse generator that is implanted near the
nuchal ridge, thus sequestering the entire
system in the head region. A prospective,
single-arm, multi-center clinical trial is
underway to examine the preliminary safety and
performance of the system. Chronic migraine
(CM) patients were recruited at 4 clinical sites
and will be followed for 12 months. Participants
underwent a brief trial phase for one week to
determine stimulation tolerability prior to full
system implantation Monthly migraine (MMD)
and headache (MHD) days as well as secondary
outcomes, such as migraine specific quality of
life (MSQ)and clinician and patient global
impression of change (GIC), were collected to
demonstrate clinical effectiveness.

RESULTS

+ Atotal of 15 subjects underwent trials and 11
received the implantable system.

+ Baseline values in implanted subjects for MMD
and MHD were 18.9+3.1and 19.8 £2.9
(mean+SEM), respectively.

+ Devices were wirelessly programmed to
optimize therapy to both ON and SON. Typical
stimulation settings were <1 mA, 200-400
uSec, 40-130 Hz

+ Lessthan 3% rate of serious device or
procedure related adverse events.
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CONCLUSIONS

Preliminary results provide promising system
performance and clinical outcomes to help
inform next stages of clinical testing.
Clinically relevant improvements in multiple
outcome measures demonstrated the
potential therapeutic utility of the system by
targeting both ON and SON, even in patients
that had failed multiple classes of oral and
injectable therapies..
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